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-~ A AEET 2 Fof BH P F(Scope)

ARG A FE S T prd] X HRALBRLFEIINEHFEN X k& i (Stationary X-ray

System) » #5551 & 7 909 8 e B0 k2. X 4Rk Su(film radiography) » 14 2 B jc e X K
AR MELU B F AR R T R e B X R RS i Ai(digital radiography) e

L ST R i E.%‘« % /& | £ i#r(bone or tissue absorption densitometry) ~ T & %7k #F H

(computed tomography) ~ ¥ % #& R i (mammography) &% 7 2 ~ *cbtis B AR B ¥ 22 X % ki sio A A
B A5 AR % Si(fluoroscopy) ©

SRS € 3 & FhEHr e B 2y v 4 578 (Regulation number) 2 H #%|(Identification)
&7 1 P.1680 FH # 3% X & % 5t (Stationary X-ray System)
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= é_ g4t 2 2 (Product description and specification)
- At ¢ R(Input Power) ~ & < (Dimension)% & & (Weight) % -
2. 4 1% 2 %75 B3 % 2 (Operation and Storage Condition): £ & ~ AR $HBR % ~ § B4 #F - FiF
TR & E & Zp HHe# % 2 (Cooling condition) 7= 3 p o
3R RIS H T 2R A E o
4. 4 1 Sdc R 54 [ (Exposure time) ~ 98 54 4= %I(Radiation field) -
5. Xk A5t RREEFITR - FLIE %] A F o~ TR PE R 4 (Current time product)
% 5} 5+ 4 #c(Loading factors) » 11 2 %4 fih(Reference axis) ~ B #&¥= & (Target angle) ~ & ma(Focal
spo ik & € (§ 2 4)
6. 1R EERT B2 AR
(1) A R 544 4] % ¥(Automatic exposure control system): J&3% i p 45414058 T 2 §f 2@
Eﬁsk’zﬁ% # (Nominal shortest irradiation time) ~ # =~ ¢ TR % &~ ¢ Tir » ¥ Bk & p &40 4]
SR B AIARR

(2) &t & T4 5 B (Beam limiting device): 4r# & % (Collimator) ~ 7 Z_5% # & 44 (Fixed cone) °

(3) #retig s+4r 4] % & (Scattered radiation reduction device): 4rfig s+ = (Anti-scatter grids) °

(4) R 5% B :fg 7+ E(Light field-indicator) °

(5) B k% 245 ¢ &r%ﬁ & iz b £ ¥ (Emergency stopping devices) ~ ¢F $R i # 4% (External
interlock) ~ §§ &7 %74 pr2_ % > #%+41(Safety measures against failure of normal termination of
the irradiation) o

7. B XCRER kv B Y R
(1) 1< E"?(Detector)i B Bl SREESAY IERE S HE BB B R
(2) ®iF :': B FN s RS s R TR~ E + o] (pixel size) & o
(3) = it 'I“i_ R /EJ ¥ A (Sensitometric response plot) ~ 1 7 B #E & 2 P AP AR 5 0E i T 2 1R

k& 3 »z % (Detective Quantum Efficiency » DQE) ~ #2321 # % 47 3% (Noise Power Spectrum -
NPS) ~ £ k& U = i 2 R 558 & §= Fl(Exposure levels for quantum limited
performance) ~ 33 % i 3% 5 B2 ¥+ # 3% 3 Bc(Modulation or contrast transfer function »
MTF/CTF)% -

8. & hr H i fpe 2 T(LH R 2 ik 8) -

% 22 # 5 33% 7 4 (Safety and performance data)
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(Electrical Safety test)

N ;5; =4 A | - IEC60601-1-2:2014/
RS 3% zragm % AMD1:2020 &)

- . 2-54- )
< s f B £ TBC IEC 60601-2-54:2022

45
TRAD B LR A &7
(Electromagnetic compatibility EX £
test) o




60601-2-542_ $7R 34 ©

345 6% >

(Radiation Safety)
BEPE gRTL
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GFH¥ Pt g et
http://www.nusc.gov.tw)
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- IEC 60601-1-3:2008/

AMDI1:2013/AMD2:2021 &)

- IEC 60601-2-54: 2022 @

5.8 R R PR SR
(Software validation and
verification)
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- IEC 62304(2006 )/ AMD 1

(2015)©®

CF R B EE v 31©

6.;4 ;E 'fi;éu%}
(Performance test)

1 Xk ¢ 3R
(1) 925+ % #cz B 7% B (Accuracy of loading
factors): ¥ L/ ~ F Rn - REFERF - F TN
(2) %% #h(Reference axis) ~ [ i&¥e & (Target
angle) ~ & m@(Focal spot) =% 2 = <} (7 = %)~
%t § [Fl(Radiation field)

2. Xk &4 & $h Z_i+ (Positioning of the X-ray beam
axis) °

3. §§ Eq‘ﬁ%l 4 2. & 3814 (Reproducibility of the radiation
output) °

4, Uk R #f;] 7+ (Indication of operational states): &
St/ 7 & 5 & 4 77 (loading state/ready state) ~ R 5+ 4+
kg~ AR FT KT ek ¥ (Added filters)
A dp o ~ p B R ST (Automatic modes)dp 7 ©

5. AL Bt 4R 24 4 = # i (Radiation dose
structured reports * RDSR) o

6. p F k4 % i(Automatic exposure control
system)

7. St & L] i B 7 (Beam limitation) ©

8. F kbR &t K 82 B Ui (Confinement of
extra-focal radiation) °

9. Xkt T B 87§ 22D (B 2 H 1
(Correspondence between X-ray field and effective
image reception area) °

10. 5884 % 32 4p o & 2 M Fa 2.5 2 (Accuracy of
indication with a Light field-indicator) °

11. g3 £ R 4 K iedt(Focal spot to skin distance) °

12, 3 B4 4 4F2 BREE 20 i oot
2o T 2 & % R % (Significant zones of

occupancy) T p|EH 1 B X R F U E X R F L0

- IEC 60601-2-54: 2022 @
- FDA Guidance (2016) @
- FDA Guidance (2017) ®




L AR &8 2 % k1 S(stray
radiation) °

13, k5% D6 kRE: T % &1k % % (Emergency
stopping devices) ~ ¢t ¥Rt § 4 (External
interlock) ~ §§ 8+ ¢ %74 prz % > %4 (Safety
measures against failure of normal termination of
the irradiation) %

14, B X\ 5 % B Y RIFE
(1) AR - U 2 55 > © o R AT R (e
FRBERA HBEAE) B cE3 R
(Uniformity) °
) @?I A o £ @ * 5 (Reuse rate) ~ 48 21
(Stability) % -
(3) # S F ¢ Ao B F @ A (Sensitometric
response plot) ~ X7 B4R 5 % PFRFHAE FiE 2T 2
DQE ~ 5 k3 U = i M2 o 55 R [
(Exposure levels for quantum limited
performance) ~ 23 % 3 I Ho et v i S0 i
(MTF/CTF)
(4) ¥ 144 Z (aliasing) ~ 3k K,ﬁ% % 4 it (Image
erasure and fading) ~ & 47 & 4 82 B ;% (Repeated

exposure test for ghosting) °
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